JAEKJIAPALIMAST O COOTBETCTBHH

JEKJIAPAHT, IPHHUMAIOUIAN JEKJIAPALIFIO O COOTBETCTBHH

000 "Tega"

Csedenus 0 pezucmpayuu opzanusayuu; Mexcpationnan uncnexijua @edepansbHoil Hano2080ti cayictvl Ne 46 no
2. Mockse 01.01.2008, OI'PH 1027739033024, dama npucsoeuuﬁ OI'PH 01.08.2002.

Aopec: 115054, 2. Mockea, yn. Banoeas, 0. 35. Tenegpon: 8 (495) 644-22-34.

B nuye: I'enepanviozo dupexkmopa 3pux Powe

Hosepennoe nuyo: Maxcumosa JI.A., dosepennocms T-932 om 1 4 04.2019

3ASABJISIET, UTO 4

nexapemeaennoe cpedcmeo: Cedanveun Ilnioc mabnemicu 10 wm.| ynakosexu suetikogble KonmypHsie (2), nauku
kapmonnvie, PY Ne IT1 N012776/01 om 11.11.2008 (dama samenwt PY 10.11.2017), cepus 209019, napmus
29334 ynaroeok, 2o0en do 01.05.2021, npoussodcmesa 5aﬂxa1£¢cipma Hynnuya AL, Boneapus, yn.
Camoxosckoe wocce 3, 2600 2. Jynnuya koo OKITA2 21.20.10.232, koo TH B3 3004490009, konmpaxm Ne

71 om 01.09.2016, uneotic Ne 2520019236 om 01.08.2019 %
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COOTBETCTBYET TPEGOBAHHAM
ITN012776/01-101117

JAEKJIAPAITAS ITPHUHATA HA OCHOBAHHU
npomoxon uchvimanuii Ne 38148 om 14.08.2019 Jlabopamoprbit yewmp OO0 "LIKK OHL", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmughuxam POCC BG.PMI15.C83798 om 14.08.2019

,ILATA IIPUHATHA JIEIUIAPAI],P[H 20.08.2019

&, %’ o Maxkcumosa JTLA.
TMOJIITHCE ®.U.0

CBEJEHHS O PETUCTPALIA

OPT'AH I10 CEPTH®HKAIIHH, 3APEFHCTPHPOBABIHHI7'I JEKJIAPAITUIO

POCC RU.0001.11®MI15 OPI'AH 110 CEPTH®HKALIHH HPO,ﬁ VKUHH OELJECTBO C

OrPAHMYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxsa, yr. Macmepxosa, 0. 4, :;im. 5, nom. I, kom. 1., adpec opzana no

cepmuchuxayuu: 143581, Mocxosckan ofnacmy, Hempunckuil paion, dep. Jlewxoeo, 0. 248, cmp. 1, men.:

(495)640-96-69, (495)787-92-78 eeb-caiim: oykx.pep.
[0 QPOTBETCTBHI/I 3APETHCTPHPOBAHA .ﬁﬂ POCC RU J-BG.®M15.4.21233/19
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Jlorotun

Cepridukar suinycka cepun Ne 3116

Jaka3zynk ' Akragnc PY

CrpaHa HasHa4YeHMA Pocens

Hassarme mpemnapara (pycckoe) Cepanerna® Ilmoc Tabnetsn

MexayHapoaHoe Ha3BaHHKe Nperapara beHansriH TabneTkn

HoMep npoH3BOACTBEHHOH CcepHH 209019

Homep cepuu 3akazunka 209019

Jlekapcrpennas dbopma ' Tabnerial

Jlara mpou3BoacTBa 05.2019

CpoK roiHoCTH 05.2021

PasMep yNakoBKH 2 6rHcTepa x 10

Tun ynakosku Gnucrep

KomdecTso MocTaBnseMbIX YITaKOBOK 29334

PerucTpaumoHHoe yI0CTOBEpEHHE ITN012776/01

I[IpowssoauTens HH-Ganka Bankandapma-Jlymamma AIL yn. Camokosckoe mocce 3, Jymrmma 2600,
Bonrapua
MIA: BG/MIA-0083

Vnakosimuk bankandapma-dynuuua AJl yn. Camokosekoe wocce 3, dynuuua 2600,
Bonrapus
MIA: BG/MIA-0083

Mecto npoBeacHHA aHanu3a Bankaundapma-Jlynunua AJl yn. Camokosckoe wocce 3, JynHuua 2600,
Bonrapus
MIA: BG/MIA-0083

CaiiT BBITYCKAIOILEro KOHTPOIIA Ka4ecTsa Bankantapma-Hynuiua AJl yn. Camokosckoe wocee 3, ynuuua 2600,
Bonrapus
MIA: BG/MIA-0083

Pesynsratsl aHanu3a Ceprudukar aHamnza Ne 148

KommeHTapyn: Venosus xpanenns:cm HIT

1. Hacrosmum nogrsepskiaem, 910 BelIIeyKasaHHas cepHi, GhUTa BLINYIIeHa Ul IPOA&XH Ha peiHok Bamkandapma-Iyrmma AJL .
2. HacrosMuum 3asBiseM, 4To BbillleyKa3anHad HHQOpMalis ABNAeTCA NOATMHHON K TOYHOH. DTa cepud Gbina Npon3Be/eHa, BKIHOHas
YNaKOBKY H KOHTPOJIL Ka4eCTBA Ha YKa3aHHOM Bbille caiiTe, B TTONHOM COOTBETCTBHH ¢ TpeGoBanmiMu GMP W crietmdHkaim.

3. 3ammce MPOHM3BOJICTBEHHOTO MpOLecca cepy (BKIOYAA YTIAKOBKY H KOHTPOND kadecTBa) GhUMM paccMOTpEHB! H TIPH3HAHE! B
cooTeercTRHH TpeGorannaM GMP i Texsmueckum crietndikauusam.

4. BblH T Kakne-THO0 CYMECTBEHHBIE OTKIIOHEHHS OT NPOR3BOACTBEHHOTO TPOLECCa, YKA3aHHOTO B TEXHHIECKOM COTTAIICHHH B
OTHOMIEHHH Ka4eCTBa MPOAYKIIMH WITH BBIITycKa

—

Her Ja (CM komuIo 0TYETa OTKIOHEHMA / NEpernHcKa)

VYnomioMoveHHOe (OTBETCTBEHHOE) JIHLIO KOHTPOIIS Ka4ecTsa:
JK. Hopnanoea

Jlata: 18.06.2019
TMoanuce Toanuce

Ieyats

Digitally signed by Olga Parkhomenko
Ol DN: de=Corp, de=Teva, ou=Global,
g a ou=Cllents, ou=RU, ou=MOS, ou=USR,
cn=0lga Parkhomenko,

Parkhomenko &mi=cssrukomeniceaciaisco

Date; 2019.08.09 12:00:06 +03'00"




Balkanpharma Dupnitsa AD
3 Samokovsko Shosse Str.
Dupnitsa 2600, Bulgaria

T (+359) 70158 477
F (+359) 701 58 555
dupoperations@actavis.com

www.actavis.bg

Ceprudpukar kayecrtsa Ne 148

(Certificate of quality)

Npoaykr: Cepansrun nimoce, Tabnetku x 20
(Product: Sedalgin plus tablets x 20)

Cepus Ne: 209019 Pasmep cepuu: 29 334 yn.
{Batch Ne:) (Batch size:)
Rara usrorosnennn: | 05.2019 ‘) OrrpyxeHo: 29 334 yn,
(Mfg.date:) (Loaded:)
CPpOK rogHOCTH: / 05.2021 } Mecro HasHaueHus Poccus
(Exp.date:) | Destination:) Russia
Moka3arenu Hopmbi Pesynbrar)
(Tests) (Specifications) (Resuis)
1. Onucanue Kpyrnbie nnockue Tabnerku Genoro wnm noyuTH | noyrtu Genoro
(Appearance) Genoro usera, ¢ gBycTpaHHei thackoi 1 puckoii CoOTBETCTBYET
Ha OAHON CTOPOHbLI (almost white)
(Round, fiat tablets with white to almost white colour, | (complies)
with facet on both sides and scored on one side)
2. MoanuHHOCTL
(Identification)
Meramusona HaTpus
(Metamizole Sodium)
- Peakuun ¢ Bogopona - [HomkHo nosBWTbCH cuHee OKpawneaHwue, | COOTBETCTBYeT
nMepoKcKaoMm KoTopoe GbICTPO MCYe3aeT, a Yepes HeCKONbKO (complies)
(Reaction with hydrogen peroxide) MHHYT nepexoguT B WHTEHCWBHOE KpacHoe
OKpalwuBaHue
(A blue colouring should appear, which disappears :
fast and after few minutes transforms to red coloring)
- Peakyus c pacTBopom - HonmxHo nosBuTLCa WHTEHCUBHO® KenToe cooTBeTcTBYET
AumeTunamuHoGeH3anbaernaa OKpalWMBaHWe, KOTOPOE HE wucwesaer npu | (complies)
(Reaction with solution of p- npbasnexHnu 5§ mn Bogkl.
dimethylaminobenzaldehide) (An intensive yellow colouring should appear, which
does not disappear in addition of 5 mi water)
Kocheun
(Caffeine)
- Peakuma ¢ aMMHakom BoaHLIM - RomKHO NOABUTHLEH nypnypHo-kpacHoe cooraercTeyer
(Reaction with ammonium hydroxide) | okpawmsanme (compilies)
(A violet-red colouring should be appear)
TuamuHa mapoxnopuna
(Thiamine hydrochloride) .
- Peakyun ¢ pacrBopom kanus - Mpu HaGmopewunm B Ydcmete gonma coorsercrayer
(eppuuMaHUAa B WENOYHON cpeae | HAaBMIOAATLCA CHHSS thnyopecuexuus (complies)
L(Beac!ion with solution of potassium (A blue fluorescence should be obtain)

Cmp. 1073



Balkanpharma Dupnitss AD
3 Samokavske Shosse Str.
Dupnitsa 2600, Bulgaria
www.actavis.bg

T (+359) 70158 477
F (+359) 70158 555
dupoperations@actavis.com
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Mokazarenu Hopmbi Pesynbrar)
(Tests) {Specifications) (Results)
ferricyanide in base medium) HorxeH o6pasosatbes Genwiii ocagok COOTBETCTBYeT
- Peakuus ¢ pacteopom cepeGpa (A white precipitate should appear) (complies)
HHTpaTa B KKCNOW cpege
(Reaction with solution of silver
nitrate in acid medium)
Meramusona Hatpus, Kodbeuau | Ha xpomarorpamme ucnbmyemoro pacTsopa | COOTBeTCTBYeT
Tuamuna rugpoxnopuaa LOMKHLI HaBnrogaTucA TpM naTha, | (complies)
(TCX) COOTBETCTBYOIUE no NONOXEeHUI ]
(Metamizole Sodium, Caffeine and | wyrtencusHoCTH OKpaWWBaHWA NATHAM Ha
Thiamine hydrochloride (TLC)) XpomMarorpammax COOTBETCTBYHOWMX
CTaHAapTHbIX PacTBOPOR
(The three spots should observe in  the
chromatogram obtained with the test solution is
similar in location and intensity of the color in the ”
chromatograms obtained with the carresponding
reference solutions.)
3. CpepHnas macca TabneTok u Ot 636,5 no 703,5 mr 668,5 mr
OfHOPOAHOCTL NO Macce 18/20 +5 % COOTBETCTBYET
(Average mass and uniformity of 2120 +10 % (668,5 mg)
mass) (From 636.5 to 703.5 mg) (complies)
18/20£5 %
220+10%
4. PactBopeHue
(Dissolution)
-KotbeuHa He menee 75 % (Q) 3a 45 Mun
(caffeine) (NLT 75 % (Q) for 45 min ) X =999
~TMamMmHHa ruapoxnopuaa He menee 75 % (Q) 3a 45 muu = )
{thiamine hydrochloride) (NLT 75 % (Q) for 45 min) X =98%
5. PoacTeeHHbIe NpUMeck
(Related substances)
-Npumecs C
(4-MeTMNaAMUHOAHTUNMPHH) He Gonee 1,0 % 0,3 % (0,313 %)
(- Impurity C (NMT 1.0 %)
(4-methylaminoantipyrine))
- EquHnyHan
HeMAECHTHPULUMPOBaHHARA npuMect | He Gonee 0,2 % menee 0,025
(-Single unidentified impurity) (NMT 0.2 %) (0,004 %)
(under 0,025 %
(0,004 %))
- Cymma vempentuduumuposannsix | He 6onee 0,5 % mexee 0,5 % *
npumecen (NMT 0.5 %) (under 0,5.%)
(-Total unidentified impurities)
6. OaHOpOAHOCTL J03UpPOBaHMS
(Uniformity of dosage units)
~MeTAMM30oNa HaTpus AV <150 AV=14
(MeToa Bapuauuu mace)
(metamizole Sodium (Mass Variation)
-kothenHa (BIXX) AV<150 AV=6,3
(caffeine (HPLC))
-THaMuHa runpoxnopuaa (BAXX) | AV<15,0 AV=24
{thiamine hydrochloride (HPLC))

Crp.20r3




T (+359) 701 58 477
F (+359) 701 58 555

Balkanpharma Dupnitsa AD
3 Samokovsko Shosse Str,

dupoperations@actavis.com Dupnitsa 2600, Bulgaria
www.actavis.bg
Mokazarenu Hopmbi PesyneTar)
(Tests) (Specifications) (Results)

7. MukpoGHonoruieckan yuctora' | Eap. ®. unu I® XIll, Kareropus 3 A COOTBeTCTBYeT
(Microbiology') (Ph.Eur. or Russian Ph. XIll, Category 3 A) (complies)
8. KonuyecrBeHHoe onpeaenexue:
(Assay)
-METamn3ona HaTpua Or475,0 4o 525,0 mr 4931 mr
(metamizole sodium) (From 475.0 to 525.0 mq) (493,1 mg)
-kothemHa OT146,3 o 52,5 mr 51,9 mr
(caffeine) (From 46.3 to 52.5 mg) (51,9 mg)
-TUaMuHa ruapoxnopuaa Ot 35,8 no 40,7 mr 38,4 mr
{thiamine hydrochloride) (From 35.8 to 40.7 mq) (38,4 mg)

" He npoBoAsTes pyTMHHO. AHranuaupyior

1

(" Not a routine test. It is camried out on every

K2KAYH [eCATYIO Cepuio,
tenth batch.)

NpoAaykT cooTBeTCTRYET TPEGOBaAHMAM HA N N012776/01-101117 - Poccus.
(The product meets the requirements of the ND .N0127 6/01-101117 — Russia.)

MoaroTosnexo........|
(Prepared by)

4
YronHoMoueHHoe nuuo:. ... ....o..0

(QP)

. A. Stoilkova

Nata: 1§ oG 879

(Date)

.Ela'ra'/df/aé 207

{Date)

Cmp.3073



